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§ 1981.113 Judicial enforcement. 
Whenever any person has failed to 

comply with a preliminary order of re-
instatement or a final order or the 
terms of a settlement agreement, the 
Secretary or a person on whose behalf 
the order was issued may file a civil ac-
tion seeking enforcement of the order 
in the United States district court for 
the district in which the violation was 
found to have occurred.

§ 1981.114 Special circumstances; 
waiver of rules. 

In special circumstances not con-
templated by the provisions of this 
part, or for good cause shown, the ad-
ministrative law judge or the Board on 
review may, upon application, after 
three days notice to all parties, waive 
any rule or issue any orders that jus-
tice or the administration of the Act 
requires.

PART 1990—IDENTIFICATION, 
CLASSIFICATION, AND REGULA-
TION OF POTENTIAL OCCUPA-
TIONAL CARCINOGENS

GENERAL 

Sec. 
1990.101 Scope. 
1990.102 Purpose. 
1990.103 Definitions. 
1990.104 Scientific review panel. 
1990.105 Advisory committees. 
1990.106 Amendments to this policy.

THE OSHA CANCER POLICY 

1990.111 General statement of regulatory 
policy. 

1990.112 Classification of potential carcino-
gens.

PRIORITY SETTING 

1990.121 Candidate list of potential occupa-
tional carcinogens. 

1990.122 Response to petitions. 
1990.131 Priority lists for regulating poten-

tial occupational carcinogens. 
1990.132 Factors to be considered. 
1990.133 Publication.

REGULATION OF POTENTIAL OCCUPATIONAL 
CARCINOGENS 

1990.141 Advance notice of proposed rule-
making. 

1990.142 Initiation of a rulemaking. 
1990.143 General provisions for the use of 

human and animal data. 

1990.144 Criteria for consideration of argu-
ments on certain issues. 

1990.145 Consideration of substantial new 
issues or substantial new evidence. 

1990.146 Issues to be considered in the rule-
making. 

1990.147 Final action.

MODEL STANDARDS 

1990.151 Model standard pursuant to section 
6(b) of the Act. 

1990.152 Model emergency temporary stand-
ard pursuant to section 6(c) of the Act.

AUTHORITY: Secs. 4, 6, 8, Occupational Safe-
ty and Health Act of 1970 (29 U.S.C. 653, 655, 
657); Secretary of Labor’s Order No. 8–76 (41 
FR 25059); and 29 CFR part 1911.

SOURCE: 45 FR 5282, Jan. 22, 1980, unless 
otherwise noted.

GENERAL

§ 1990.101 Scope. 
This part establishes criteria and 

procedures for the identification, clas-
sification, and regulation of potential 
occupational carcinogens found in each 
workplace in the United States regu-
lated by the Occupational Safety and 
Health Act of 1970 (the Act). The proce-
dures contained in this part supple-
ment the procedural regulations in 
other parts of this chapter. In the 
event of a conflict, the procedures con-
tained in this part shall govern the 
identification, classification, and regu-
lation of potential occupational car-
cinogens. This part may be referred to 
as ‘‘The OSHA Cancer Policy.’’

§ 1990.102 Purpose. 
The Act provides, among other 

things, that

the Secretary, in promulgating standards 
dealing with toxic materials or harmful 
physical agents under this section, shall 
set the standard which most adequately 
assures, to the extent feasible, on the basis 
of the best available evidence, that no em-
ployee will suffer material impairment of 
health or functional capacity even if such 
employee has regular exposure to the haz-
ard dealt with by such standard for the pe-
riod of his or her working life. Develop-
ment of standards under this section shall 
be based upon research, demonstrations, 
experiments, and such other information 
as may be appropriate. In addition to the 
attainment of the highest degree of health 
and safety protection for the employee, 
other considerations shall be the latest 
available scientific data in the field, the 
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feasibility of the standards, and experience 
gained under this and other health and 
safety laws. Whenever practicable, the 
standard promulgated shall be expressed in 
terms of objective criteria and of the per-
formance desired (section 6(b)(5)).

It is the purpose of the regulations of 
this part to carry out the intent of the 
Act with respect to the identification, 
classification, and regulation of poten-
tial occupational carcinogens.

§ 1990.103 Definitions. 
Terms used in this part shall have 

the meanings set forth in the Act. In 
addition, as used in this part, the fol-
lowing terms shall have the meanings 
set forth below: 

Act means the Occupational Safety 
and Health Act of 1970 (Pub. L. 91–596, 
84 Stat. 1590 et seq., 29 U.S.C. 551 et seq.). 

Administrator of EPA means the Ad-
ministrator of the United States Envi-
ronmental Protection Agency, or des-
ignee. 

Chairperson of CPSC means the Chair-
man of the United States Consumer 
Product Safety Commission, or des-
ignee. 

Commissioner of FDA means the Com-
missioner of the Food and Drug Admin-
istration, United States Department of 
Health and Human Services, or des-
ignee. 

Director of NCI means the Director of 
the National Cancer Institute, United 
States Department of Health and 
Human Services, or designee. 

Director of NIEHS means the Director 
of the National Institute of Environ-
mental Health Sciences, United States 
Department of Health and Human 
Services, or designee. 

Director of NIOSH means the Director 
of the National Institute for Occupa-
tional Safety and Health, United 
States Department of Health and 
Human Services, or designee. 

Mutagenesis means the induction of 
heritable changes in the genetic mate-
rial of either somatic or germinal cells. 

Positive results in short-term tests 
means positive results in assays for 
two or more of the following types of 
effect: 

(1) The induction of DNA damage 
and/or repair; 

(2) Mutagenesis in bacteria, yeast, 
Neurospora or Drosophila melanogaster; 

(3) Mutagenesis in mammalian soma-
tic cells; 

(4) Mutagenesis in mammalian ger-
minal cells; or 

(5) Neoplastic transformation of 
mammalian cells in culture. 

Potential occupational carcinogen 
means any substance, or combination 
or mixture of substances, which causes 
an increased incidence of benign and/or 
malignant neoplasms, or a substantial 
decrease in the latency period between 
exposure and onset of neoplasms in hu-
mans or in one or more experimental 
mammalian species as the result of any 
oral, respiratory or dermal exposure, or 
any other exposure which results in the 
induction of tumors at a site other 
than the site of administration. This 
definition also includes any substance 
which is metabolized into one or more 
potential occupational carcinogens by 
mammals. 

Secretary of HHS means the Secretary 
of the United States Department of 
Health and Human Services, or des-
ignee.

§ 1990.104 Scientific review panel. 
(a) General. At any time, the Sec-

retary may request the Director of 
NCI, the Director of NIEHS and/or the 
Director of NIOSH to convene a sci-
entific review panel (‘‘the panel’’) to 
provide recommendations to the Sec-
retary in the identification, classifica-
tion, or regulation of any potential oc-
cupational carcinogen. 

(b) Membership. The panel will consist 
of individuals chosen by the respective 
Director(s). The panel will consist of 
individuals who are appropriately 
qualified in the disciplines relevant to 
the issues to be considered, and who 
are employed by the United States. 
The panel does not constitute an advi-
sory committee within the meaning of 
section 6(b) or 7(b) of the Act, or the 
Federal Advisory Committee Act (Pub. 
L. 92–463, 86 Stat. 770). 

(c) Report. The Secretary shall re-
quest that the panel submit a report of 
its evaluation within ninety (90) days 
after the appointment of the members 
of the panel. The Secretary shall place 
a copy of the report in the record of 
any relevant rulemaking undertaken 
pursuant to this part and allow an ap-
propriate time for public review and 
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comment. If a panel is not established 
or fails to file a timely report, or if the 
Secretary determines that it is nec-
essary to proceed without waiting for 
the panel’s report, the Secretary may 
proceed in making any determination 
without such report. 

(d) Other aid and assistance. Nothing 
herein precludes the Secretary from 
obtaining advice or other aid from any 
person or organization including NCI, 
NIEHS, and NIOSH.

§ 1990.105 Advisory committees. 

The Secretary may appoint an Advi-
sory Committee, pursuant to sections 
6(b) and 7 of the Act, and 29 CFR part 
1912, concerning any potential occupa-
tional carcinogen. The Secretary shall 
require the Advisory Committee to 
submit its recommendations to assist 
the Secretary in standard setting no 
later than ninety (90) days from the 
date of the Advisory Committee’s ap-
pointment, unless extended by the Sec-
retary for exceptional circumstances. 
If an Advisory Committee fails to file a 
timely report, the Secretary may pro-
ceed in standard setting activities 
without such a report.

§ 1990.106 Amendments to this policy. 

(a) Initiation of review of this policy—
(1) Secretary’s request. No later than 
every three (3) years from the effective 
date of this part, or from the last gen-
eral review, the Secretary shall request 
the Director of NCI, the Director of 
NIEHS and/or the Director of NIOSH, 
to review this part and render their 
opinions on whether significant sci-
entific or technical advances made 
since the effective date of this part 
warrant any amendment to this part. 
The request shall ask that the answer 
be provided to the Secretary within 
one hundred twenty (120) days. 

(2) Recommendations by the institutes. 
At any time, the Director of NCI, the 
Director of NIEHS and/or the Director 
of NIOSH may submit recommenda-
tions to the Secretary for amendments 
to this part whenever any of them be-
lieves that scientific or technical ad-
vances justify such amendments. 

(3) Petitions from the public. (i) Any in-
terested person may petition the Sec-
retary concerning amendments to this 

part based upon substantial new issues 
or substantial new evidence. 

(ii) For the purposes of this part, sub-
stantial new evidence is evidence 
which differs significantly from that 
presented in establishing this part, in-
cluding amendments. 

(iii) For the purposes of this part, 
substantial new issues are issues which 
differ significantly from those upon 
which the Secretary has reached a con-
clusion in the rulemaking establishing 
this part (including the conclusions 
reached in the preamble). 

(iv) Each petition to amend this part 
shall contain at least the following in-
formation: 

(A) Name and address of petitioner; 
(B) The provisions which the peti-

tioner believes are inappropriate; 
(C) All data, views and arguments re-

lied upon by the petitioner; and 
(D) A detailed statement and anal-

ysis as to why the petitioner believes 
that the data, views and arguments 
presented by petitioner: 

(1) Constitute substantial new issues 
or substantial new evidence; and 

(2) Are so significant as to warrant 
amendment of this part. 

(b) Response to recommendations and 
petitions—(1) By the institutes. Whenever 
any Director recommends an amend-
ment to this part, the Secretary shall, 
within one hundred twenty (120) days 
after receipt of the recommendation, 
publish in the FEDERAL REGISTER, a no-
tice which: 

(i) States the reasons why the Sec-
retary has determined not to com-
mence a rulemaking proceeding to 
amend this part, in whole or in part, at 
that time; or 

(ii) Commences a rulemaking pro-
ceeding to consider amending this part 
accordingly; or 

(iii) Appoints an Advisory Committee 
as provided for by § 1990.105 of this part 
and sections 6(b) and 7 of the Act. 

(2) By the public. Within ninety (90) 
days, or as soon thereafter as possible, 
after receipt of a petition pursuant to 
§ 1990.106(a)(3), the Secretary shall: 

(i) Refer the petition to the Director 
of NCI, the Director of NIEHS and/or 
the Director of NIOSH, in which case 
the provisions of § 1990.106 (a)(1) and 
(b)(1) are applicable; or 

(ii) Appoint an advisory committee; 
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(iii) Deny the petition, briefly giving 
the reasons therefor; or 

(iv) Commence a rulemaking pro-
ceeding to consider amending this part 
accordingly. 

(3) On the Secretary’s motion. At any 
time, the Secretary may, on his own 
motion, commence a rulemaking pro-
ceeding to amend this part. 

[45 FR 5282, Jan. 22, 1980; 45 FR 43405, June 27, 
1980]

THE OSHA CANCER POLICY

§ 1990.111 General statement of regu-
latory policy. 

(a) This part establishes the criteria 
and procedures under which substances 
will be regulated by OSHA as potential 
occupational carcinogens. Although 
the conclusive identification of ‘‘car-
cinogens’’ is a complex matter ‘‘on the 
frontiers of science,’’ (IUD v. Hodgson 
499 F. 2d 467, 474 (D.C. Cir. 1974)), re-
sponsible health regulatory policy re-
quires that criteria should be specified 
for the identification of substances 
which should be regulated as posing po-
tential cancer risks to workers. 

(b) The criteria established by this 
part are based on an extensive review 
of scientific data and opinions. The 
part provides for amending these cri-
teria in light of new scientific develop-
ments. Decisions as to whether any 
particular substance meets the criteria 
or not will be consistent with the poli-
cies and procedures established by this 
part and will be based upon scientific 
evaluation of the evidence on that sub-
stance. 

(c) This part applies to individual 
substances, groups of substances, or 
combinations or mixtures of sub-
stances which may be found in work-
places in the United States. In indi-
vidual rulemaking proceedings under 
this part, the identity and range of 
substances and mixtures to be covered 
by the standard will be specified and 
the appropriateness of applying the 
available evidence to the range of sub-
stances and mixtures proposed for reg-
ulation will be subject to scientific and 
policy review. 

(d) Potential occupational carcino-
gens will be identified and classified on 
the basis of human epidemiological 
studies and/or experimental carcino-

genesis bioassays in mammals. Posi-
tive results in short term tests will 
also be used as concordant evidence. 

(e) Potential occupational carcino-
gens will be classified and regulated in 
accordance with the policy. The sci-
entific evidence as to whether indi-
vidual substances meet these criteria 
will be considered in individual rule-
makings. The issues which may be con-
sidered in these rulemakings will be 
limited as specified herein. 

(f) This policy provides for the classi-
fication of potential occupational car-
cinogens into two categories depending 
on the nature and extent of the avail-
able scientific evidence. The two cat-
egories of potential occupational car-
cinogens may be regulated differently. 

(g) The policy establishes a procedure 
for setting priorities and making them 
public. 

(h) Worker exposure to Category I 
Potential Carcinogens will be reduced 
primarily through the use of engineer-
ing and work practice controls. 

(i) Worker exposure to Category II 
Potential Carcinogens will be reduced 
as appropriate and consistent with the 
statutory requirements on a case-by-
case basis in the rulemaking pro-
ceedings on individual substances. Any 
permissible exposure level so estab-
lished shall be met primarily through 
engineering and work practice con-
trols. 

(j) The assessment of cancer risk to 
workers resulting from exposure to a 
potential occupational carcinogen will 
be made on the basis of available data. 
Because of the uncertainties and seri-
ous consequences to workers if the es-
timated risk is understated, cautious 
and prudent assumptions will be uti-
lized to perform risk assessments. 

(k) Where the Secretary determines 
that one or more suitable substitutes 
exist for certain uses of Category I Po-
tential Carcinogens that are less haz-
ardous to humans, a no occupational 
exposure level shall be set for those 
uses, to be achieved solely through the 
use of engineering and work practice 
controls to encourage substitution. In 
determining whether a substitute is 
suitable, the Secretary will consider 
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the technological and economic feasi-
bility of the introduction of the sub-
stitute, including its relative effective-
ness and other relevant factors, such as 
regulatory requirements and the time 
needed for an orderly transition to the 
substitute. 

[45 FR 5282, Jan. 22, 1980, as amended at 46 
FR 5881, Jan. 21, 1981]

§ 1990.112 Classification of potential 
carcinogens. 

The following criteria for identifica-
tion, classification and regulation of 
potential occupational carcinogens will 
be applied, unless the Secretary con-
siders evidence under the provisions of 
§§ 1990.143, 1990.144 and 1990.145 and de-
termines that such evidence warrants 
an exception to these criteria. 

(a) Category I Potential Carcinogens. A 
substance shall be identified, classified, 
and regulated as a Category I Potential 
Carcinogen if, upon scientific evalua-
tion, the Secretary determines that the 
substance meets the definition of a po-
tential occupational carcinogen in (1) 
humans, or (2) in a single mammalian 
species in a long-term bioassay where 
the results are in concordance with 
some other scientifically evaluated evi-
dence of a potential carcinogenic haz-
ard, or (3) in a single mammalian spe-
cies in an adequately conducted long-
term bioassay, in appropriate cir-
cumstances where the Secretary deter-
mines the requirement for concordance 
is not necessary. Evidence of concord-
ance is any of the following: positive 
results from independent testing in the 
same or other species, positive results 
in short-term tests, or induction of tu-
mors at injection or implantation 
sites. 

(b) Category II Potential Carcinogens. 
A substance shall be identified, classi-
fied, and regulated as a Category II Po-
tential Carcinogen if, upon scientific 
evaluation, the Secretary determines 
that: 

(1) The substance meets the criteria 
set forth in § 1990.112(a), but the evi-
dence is found by the Secretary to be 
only ‘‘suggestive’’; or 

(2) The substance meets the criteria 
set forth in § 1990.112(a) in a single 
mammalian species without evidence 
of concordance.

PRIORITY SETTING

§ 1990.121 Candidate list of potential 
occupational carcinogens. 

(a) Contents. The Secretary shall pre-
pare a list of substances (the ‘‘Can-
didate List’’) which are reported to be 
present in any American workplace 
and which, on the basis of a brief sci-
entific review of available data, may be 
considered candidates for further sci-
entific review and possible regulation 
as Category I Potential Carcinogens or 
Category II Potential Carcinogens. For 
the purposes of this paragraph, ‘‘avail-
able data’’ means: 

(1) The data submitted by any per-
son; 

(2) Any data referred to by the Sec-
retary of HHS or by the Director of 
NIOSH, either in the latest list entitled 
‘‘Suspected Carcinogens’’ or any other 
communication; 

(3) Literature referred to in U.S. Pub-
lic Health Service, Publication No. 149; 

(4) Data summarized and reviewed in 
Monographs of the International Agen-
cy for Research on Cancer (IARC) of 
the World Health Organization; 

(5) The Toxic Substances Control Act 
Inventory of Chemical Substances, 
published by the Administrator of 
EPA; 

(6) The Secretary of HHS’s Annual 
Report to the President and the Con-
gress as required by the Community 
Mental Health Centers Extension Act 
of 1978, section 404(a)(9), 42 U.S.C. 285. 

(7) Any other relevant data of which 
the Secretary has actual knowledge. 

(b) Tentative classification. The Sec-
retary may tentatively designate sub-
stances on the Candidate List as can-
didates for classification as Category I 
Potential Carcinogens or as Category 
II Potential Carcinogens, or may list 
substances without a tentative des-
ignation, based on the brief scientific 
review of available data for the purpose 
of initiating a more extensive sci-
entific review. 

(c) No legal rights established. The in-
clusion or exclusion of any substance 
from the Candidate List shall not be 
subject to judicial review nor be the 
basis of any legal action, nor shall the 
exclusion of any substance from the 
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list prevent the regulation of that sub-
stance as a potential occupational car-
cinogen. The inclusion of a substance 
on the Candidate List and its possible 
tentative designation as a Category I 
Potential Carcinogen or a Category II 
Potential Carcinogen therein do not re-
flect a final scientific determination 
that the substance is, in fact, a Cat-
egory I Potential Carcinogen or a Cat-
egory II Potential Carcinogen. It is a 
policy determination based on the brief 
scientific review that the Secretary 
should conduct a thorough review of all 
relevant scientific data concerning the 
substance. 

EFFECTIVE DATE NOTE: At 48 FR 243, Jan. 4, 
1983, in § 1990.121, paragraphs (a) and (b) were 
stayed in order to evaluate the impact of 
publishing the Candidate Lists and Priority 
List and to reconsider the criteria used in es-
tablishing the lists (see also 47 FR 187, Jan. 
5, 1982). 

§ 1990.122 Response to petitions. 
Whenever the Secretary receives any 

information submitted in writing by 
any interested person concerning the 
inclusion or omission of any substance 
from the Candidate List, the Secretary 
shall briefly review the information 
and any other available data, as de-
fined in § 1990.121(a). The results of the 
Secretary’s review shall be transmitted 
to the petitioner, together with a short 
statement of the Secretary’s reasons 
therefor, and made public upon re-
quest. 

EFFECTIVE DATE NOTE: At 48 FR 243, Jan. 4, 
1983, § 1990.122 was stayed in order to evaluate 
the impact of publishing the Candidate List 
and Priority Lists and to reconsider the cri-
teria used in establishing the lists (see also 
47 FR 187, Jan. 5, 1982). 

§ 1990.131 Priority lists for regulating 
potential occupational carcinogens. 

The Secretary shall establish two 
priority lists for regulating potential 
occupational carcinogens. One list 
should include approximately ten (10) 
candidates for rulemaking as Category 
I Potential Carcinogens; the other ap-
proximately ten (10) candidates for 
rulemaking as Category II Potential 
Carcinogens. The order of placement of 
substances on these lists will not re-
flect the Secretary’s determination of 
the exact order in which these sub-

stances should be regulated in rule-
making proceedings but rather a policy 
determination that the Secretary plans 
to address some or all of these sub-
stances prior to proceeding with a 
thorough scientific review of data con-
cerning other substances on the Can-
didate List. The inclusion or exclusion 
of any substance on these lists shall 
not be subject to judicial review or be 
the basis for any legal action. The Sec-
retary may regulate a potential occu-
pational carcinogen which has not been 
placed on these lists. The inclusion of a 
substance on either of these lists does 
not reflect a final scientific determina-
tion that the substance is, in fact, a 
Category I Potential Carcinogen or a 
Category II Potential Carcinogen. 

EFFECTIVE DATE NOTE: At 48 FR 243, Jan. 4, 
1983, § 1990.131 was stayed in order to evaluate 
the impact of publishing the Candidate List 
and Priority Lists and to reconsider the cri-
teria used in establishing the lists (see also 
47 FR 187, Jan. 5, 1982). 

§ 1990.132 Factors to be considered. 

(a) The setting of priorities is a com-
plex matter which requires subjective 
and policy judgments. It is not appro-
priate to establish a rigid formula or to 
assign predetermined weight to each 
factor. The identification of some of 
the elements is to guide the OSHA staff 
and inform the public on the develop-
ment of priorities. It is not intended to 
create any legal rights with respect to 
the setting of priorities. 

(b) Some factors which may be taken 
into account in setting priorities for 
regulating potential occupational car-
cinogens, when such data are available, 
are: 

(1) The estimated number of workers 
exposed; 

(2) The estimated levels of human ex-
posure; 

(3) The levels of exposure to the sub-
stance which have been reported to 
cause an increased incidence of neo-
plasms in exposed humans, animals or 
both; 

(4) The extent to which regulatory 
action could reduce not only risks of 
contracting cancer but also other occu-
pational and environmental health haz-
ards; 
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(5) Whether the molecular structure 
of the substance is similar to the mo-
lecular structure of another substance 
which meets the definition of a poten-
tial occupational carcinogen; 

(6) Whether there are substitutes 
that pose a lower risk of cancer or 
other serious human health problems, 
or available evidence otherwise sug-
gests that the social and economic 
costs of regulation would be small; and 

(7) OSHA will also consider its re-
sponsibilities for dealing with other 
health and safety hazards and will con-
sider the actions being taken or 
planned by other governmental agen-
cies in dealing with the same or similar 
health and safety hazards.

§ 1990.133 Publication. 
(a) The Secretary shall publish the 

Candidate List in the FEDERAL REG-
ISTER at least annually. 

(b) The Secretary shall publish the 
Priority Lists in the FEDERAL REG-
ISTER at least every six months and 
may seek public comment thereon. 

(c) The Secretary may periodically 
publish in the FEDERAL REGISTER a no-
tice requesting information concerning 
the classification and establishment of 
priorities for substances on the Can-
didate List together with a brief state-
ment describing the type of informa-
tion being sought.

EFFECTIVE DATE NOTE: At 48 FR 243, Jan. 4, 
1983, § 1990.133 was stayed in order to evaluate 
the impact of publishing the Candidate List 
and Priority Lists and to reconsider the cri-
teria used in establishing the lists (see also 
47 FR 187, Jan. 5, 1982).

REGULATION OF POTENTIAL 
OCCUPATIONAL CARCINOGENS

§ 1990.141 Advance notice of proposed 
rulemaking. 

(a) Within thirty (30) days after 
OSHA initiates a study concerning the 
economic and/or technological feasi-
bility of specific standards that might 
be applied in the regulation of a poten-
tial occupational carcinogen, the Sec-
retary will normally publish, in the 
FEDERAL REGISTER, a notice which in-
cludes at least the following: 

(1) The name of the substance(s), 
(2) The scope of the study, including 

where possible, 

(i) Affected industries, 
(ii) Levels of exposure being studied, 
(iii) The anticipated completion date 

of the study; 
(3) A brief summary of the available 

data on health effects; 
(4) An estimate of when the Sec-

retary anticipates the issuance of a 
proposal; 

(5) An invitation to interested parties 
to provide relevant information; 

(6) A statement that persons wishing 
to provide OSHA with their own study 
should complete it within 30 days after 
the anticipated proposal date; and 

(7) A statement of the procedural re-
quirements that must be met before 
substantial new issues or substantial 
new evidence will be considered in the 
proceeding pursuant to § 1990.145. 

(b) Where the Secretary determines 
to discontinue a feasibility study, the 
Secretary should publish, within 30 
days, a notice in the FEDERAL REG-
ISTER so indicating.

§ 1990.142 Initiation of a rulemaking. 
Where the Secretary decides to regu-

late a potential occupational car-
cinogen, the Secretary shall initiate a 
rulemaking proceeding in accordance 
with one of the following procedures, 
as appropriate. 

(a) Notice of proposed rulemakings (sec-
tion 6(b) of the Act)—(1) General. The 
Secretary may issue a notice of pro-
posed rulemaking in the FEDERAL REG-
ISTER, pursuant to section 6(b) of the 
Act and part 1911 of this chapter. The 
notice shall provide for no more than a 
sixty (60) day comment period, and 
may provide for a hearing, which shall 
be scheduled for no later than one hun-
dred (100) days after publication of the 
Notice of Proposed Rulemaking. The 
commencement of the hearing may be 
postponed once, for no more than thir-
ty (30) days, for good cause shown. 

(2) Provisions of the proposed standard 
for Category I Potential Carcinogens. 
Whenever the Secretary issues a notice 
of proposed rulemaking to regulate a 
substance as a Category I Potential 
Carcinogen: 

(i) The proposed standard shall con-
tain at least provisions for scope and 
application, definitions, notification of 
use, a permissible exposure limit, mon-
itoring, regulated areas, methods of 
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compliance including the development 
of a compliance plan, respiratory pro-
tection, protective clothing and equip-
ment, housekeeping, waste disposal, 
hygiene facilities, medical surveil-
lance, employee information and train-
ing, signs and labels, recordkeeping, 
and employee observation of moni-
toring as set forth in § 1990.151, unless 
the Secretary explains why any or all 
such provisions are not appropriate; 

(ii) The model standard set forth in 
§ 1990.151 shall be used as a guideline, 
and 

(iii) The permissible exposure limit 
shall be achieved primarily through en-
gineering and work practice controls 
except that if a suitable substitute is 
available for one or more uses no occu-
pational exposure shall be permitted 
for those uses. 

(3) Provisions of the proposed standard 
for Category II Potential Carcinogens. 
Whenever the Secretary issues a Notice 
of Proposed Rulemaking to regulate a 
substance as a Category II Potential 
Carcinogen: 

(i) The proposed standard shall con-
tain at least provisions for scope and 
application, definitions, notification of 
use, monitoring, respiratory protec-
tion, protective clothing and equip-
ment, housekeeping, waste disposal, 
medical surveillance, employee infor-
mation and training, recordkeeping 
and employee observation of moni-
toring as set forth in § 1990.151, unless 
the Secretary explains why any or all 
such provisions are not appropriate; 
and 

(ii) The model standard set forth in 
§ 1990.151 shall be used as a guideline; 
and 

(iii) Worker exposure to Category II 
Potential Carcinogens will be reduced 
as appropriate and consistent with the 
statutory requirements on a case-by-
case basis in the individual rulemaking 
proceedings. Any permissible exposure 
level so established shall be met pri-
marily through engineering and work 
practice controls. 

(b) Emergency temporary standards 
(section 6(c) of the Act).—(1) General. The 
Secretary may issue an Emergency 
Temporary Standard (ETS) for a Cat-
egory I Potential Carcinogen in accord-
ance with section 6(c) of the Act. 

(2) Provisions of the ETS. (i) The ETS 
shall contain at least provisions for 
scope and application, definitions, no-
tification of use, a permissible expo-
sure limit, monitoring, methods of 
compliance including the development 
of a compliance plan, respiratory pro-
tection, protective clothing and equip-
ment, housekeeping, waste disposal, 
medical surveillance, employee infor-
mation and training, signs and labels, 
recordkeeping and employee observa-
tion of monitoring, unless the Sec-
retary explains why any or all such 
provisions are not appropriate. 

(ii) The model standard set forth in 
§ 1990.152 shall be used as a guideline. 

(iii) The permissible exposure limit 
shall be achieved through any prac-
ticable combination of engineering 
controls, work practice controls and 
respiratory protection. 

[45 FR 5282, Jan. 22, 1980, as amended at 46 
FR 5881, Jan. 21, 1981]

§ 1990.143 General provisions for the 
use of human and animal data. 

Human and animal data which are 
scientifically evaluated to be positive 
evidence for carcinogenicity including 
the following policies shall be uni-
formly relied upon for the identifica-
tion of potential occupational carcino-
gens. Arguments challenging the fol-
lowing provisions or their application 
to specific substances will be consid-
ered in individual rulemaking pro-
ceedings only if the evidence presented 
in support of the arguments meets the 
criteria for consideration specified in 
§ 1990.144 or § 1990.145. 

(a) Positive human studies. Positive re-
sults obtained in one or more human 
epidemiologic studies will be used to 
establish the qualitative inference of 
carcinogenic hazards to workers. 

(b) Positive animal studies. Positive re-
sults obtained in one or more experi-
mental studies conducted in one or 
more mammalian species will be used 
to establish the qualitative inference 
of carcinogenic hazard to workers. Ar-
guments that positive results obtained 
in mammalian species should not be re-
lied upon will be considered only if evi-
dence is presented which meets the cri-
teria for consideration specified in 
§ 1990.144(c) or 1990.144(f). 
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(c) Non-positive human studies. Posi-
tive results in human or mammalian 
studies generally will be used for the 
qualitative identification of potential 
occupational carcinogens, even where 
non-positive results from human stud-
ies exist. Such non-positive results will 
be considered by the Secretary only if 
the studies or results meet the criteria 
set forth in § 1990.144(a). 

(d) Non-positive animal studies. Posi-
tive results in one or more mammalian 
studies will be used for the qualitative 
identification of potential occupational 
carcinogens, even where non-positive 
studies exist in other mammalian spe-
cies. Where non-positive and positive 
results exist in studies in the same spe-
cies, the non-positive results will be 
evaluated. 

(e) Spontaneous tumors. Positive re-
sults in human or mammalian studies 
for the induction or acceleration of in-
duction of tumors of a type which oc-
curs ‘‘spontaneously’’ in unexposed in-
dividuals will be used for the quali-
tative identification of potential occu-
pational carcinogens. 

(f) Routes of exposure. (1) Positive re-
sults in studies in which mammals are 
exposed via the oral, respiratory or 
dermal routes will be used for the qual-
itative identification of potential occu-
pational carcinogens, whether tumors 
are induced at the site of application or 
distant sites. 

(2) Positive results in studies in 
which mammals are exposed via any 
route of exposure and in which tumors 
are induced at sites distant from the 
site of administration will be used for 
the qualitative identification of poten-
tial occupational carcinogens. 

(3)(i) Positive results in mammalian 
studies in which tumors are induced 
only at the site of administration, in 
which a substance or mixture of sub-
stances is administered by routes other 
than oral, respiratory or dermal, will 
be used as ‘‘concordant’’ evidence that 
a substance is a potential occupational 
carcinogen. 

(ii) Arguments that such studies 
should not be relied upon will be con-
sidered only if evidence which meets 
the criteria set forth in § 1990.144(b) is 
provided. 

(g) Use of high doses in animal testing. 
Positive results for carcinogenicity ob-

tained in mammals exposed to high 
doses of a substance will be used to es-
tablish the qualitative inference of car-
cinogenic hazard to workers. Argu-
ments that such studies should not be 
relied upon will be considered only if 
evidence which meets the criteria set 
forth in § 1990.144(d) is provided. 

(h) ‘‘Threshold’’ or ‘‘No-effect’’ Levels. 
No determination will be made that a 
‘‘threshold’’ or ‘‘no-effect’’ level of ex-
posure can be established for a human 
population exposed to carcinogens in 
general, or to any specific substance. 

(i) Benign tumors. Results based on 
the induction of benign or malignant 
tumors, or both, will be used to estab-
lish a qualitative inference of carcino-
genic hazard to workers. Arguments 
that substances that induce benign tu-
mors do not present a carcinogenic risk 
to workers will be considered only if 
evidence that meets the criteria set 
forth in § 1990.144(e) is provided. 

(j) Statistical evaluation. Statistical 
evaluation will be used in the deter-
mination of whether results in human, 
animal or short-term studies provide 
positive evidence for carcinogenicity, 
but will not be the exclusive means for 
such evaluation. 

(k) Carcinogenicity of metabolites. A 
substance which is metabolized by 
mammals to yield one or more poten-
tial occupational carcinogens will 
itself be identified and classified as a 
potential occupational carcinogen, 
whether or not there is direct evidence 
that it induces tumors in humans or 
experimental animals. Evidence for 
such metabolism will normally be de-
rived from in vivo studies in mammals. 
In appropriate circumstances, evidence 
may be derived from in vitro studies of 
mammalian tissues or fractions there-
of. Arguments that evidence from in 
vivo metabolic studies in mammals is 
not relevant to the inference of car-
cinogenic hazard to humans will be 
considered only if such evidence meets 
the criteria set forth in § 1990.144(c). 

[45 FR 5282, Jan. 22, 1980; 45 FR 43405, June 27, 
1980]

§ 1990.144 Criteria for consideration of 
arguments on certain issues. 

Arguments on the following issues 
will be considered by the Secretary in 
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identifying or classifying any sub-
stance pursuant to this part, if evi-
dence for the specific substance subject 
to the rulemaking conforms to the fol-
lowing criteria. Such arguments and 
evidence will be evaluated based upon 
scientific and policy judgments. 

(a) Non-positive results obtained in 
human epidemiologic studies. Non-posi-
tive results obtained in human epi-
demiologic studies regarding the sub-
stance subject to the rulemaking or to 
a similar or closely related substance 
will be considered by the Secretary 
only if they meet the following cri-
teria:

Criteria. (i) The epidemiologic study in-
volved at least 20 years’ exposure of a group 
of subjects to the substance and at least 30 
years’ observation of the subjects after ini-
tial exposure; 

(ii) Documented reasons are provided for 
predicting the site(s) at which the substance 
would induce cancer if it were carcinogenic 
in humans; and 

(iii) The group of exposed subjects was 
large enough for an increase in cancer inci-
dence of 50% above that in unexposed con-
trols to have been detected at any of the pre-
dicted sites.

Arguments that non-positive results 
obtained in human epidemiologic stud-
ies should be used to establish numer-
ical upper limits on potential risks to 
humans exposed to specific levels of a 
substance will be considered only if cri-
teria (i) and (ii) are met and, in addi-
tion:

(iv) Specific data on the level of exposure 
of the group of workers are provided, based 
either on direct measurements made periodi-
cally throughout the period of exposure, or 
upon other data which provide reliable evi-
dence of the magnitude of exposure.

(b) Tumors induced at site of adminis-
tration. Arguments that tumors at the 
site of administration should not be 
considered will be considered only if: 

(i) The route of administration is not 
oral, respiratory or dermal; and 

(ii) Evidence is provided which estab-
lishes that induction of local tumors is 
related to the physical configuration or 
formulation of the material adminis-
tered (e.g., crystalline form or dimen-
sions of a solid material, or matrix of 
an impregnated implant) and that tu-
mors are not induced when the same 

material is administered in a different 
configuration or formula. 

(c) Metabolic differences. Arguments 
that differences in metabolic profiles 
can be used to demonstrate that a 
chemical found positive in an experi-
mental study in a mammalian species 
would pose no potential carcinogenic 
risk to exposed workers will be consid-
ered by the Secretary only if the evi-
dence presented for the specific sub-
stance subject to the rulemaking meets 
the following criteria:

Criteria. (i) A complete metabolic profile, 
including identities of trace metabolites, is 
presented for the experimental animal spe-
cies; 

(ii) A complete metabolic profile, including 
identities of trace metabolites, is available 
for a human population group representative 
of those who are occupationally exposed; 

(iii) Documented evidence is provided for 
ascribing the carcinogenic activity of the 
substance in the test animal species to me-
tabolite(s) produced only in that species and 
not in humans; and 

(iv) Documented evidence is provided to 
show that other metabolites produced also in 
humans have been adequately tested and 
have not been shown to be carcinogenic.

(d) Use of high doses in animal testing. 
Arguments that positive results ob-
tained in carcinogenesis bioassays with 
experimental animals subjected to high 
doses of a substance are not relevant to 
potential carcinogenic risks to exposed 
workers will be considered by the Sec-
retary only if the evidence for the spe-
cific substance subject to the rule-
making meets the following criteria:

Criteria. (i) Documented evidence is pre-
sented to show that the substance in ques-
tion is metabolized by the experimental ani-
mal species exposed at the dose levels used 
in the bioassay(s) to metabolic products 
which include one or more that are not pro-
duced in the same species at lower doses. 

(ii) Documented evidence is presented to 
show that the metabolite(s) produced only at 
high doses in the experimental animal spe-
cies are the ultimate carcinogen(s) and that 
the metabolites produced at low doses are 
not also carcinogenic; and 

(iii) Documented evidence is presented to 
show that the metabolite(s) produced only at 
high doses in the experimental animal spe-
cies are not produced in humans exposed to 
low doses.

(e) Benign tumors. The Secretary will 
consider evidence that the substance 
subject to the rulemaking proceeding 

VerDate jul<14>2003 15:47 Jul 21, 2004 Jkt 203114 PO 00000 Frm 00236 Fmt 8010 Sfmt 8010 Y:\SGML\203114T.XXX 203114T



237

Occupational Safety and Health Admin., Labor § 1990.145

is capable only of inducing benign tu-
mors in humans or experimental ani-
mals provided that the evidence for the 
specific substance meets the following 
criteria:

Criteria. (i) Data are available from at least 
two well-conducted bioassays in each of two 
species of mammals (or from equivalent evi-
dence in more than two species); 

(ii) Each of the bioassays to be considered 
has been conducted for the full lifetime of 
the experimental animals; 

(iii) The relevant tissue slides are made 
available to OSHA or its designee and the di-
agnoses of the tumors as benign are made by 
at least one qualified pathologist who has 
personally examined each of the slides and 
who provides specific diagnostic criteria and 
descriptions; and 

(iv) All of the induced tumors must be 
shown to belong to a type which is known 
not to progress to malignancy or to be at a 
benign stage when observed. In the latter 
case, data must be presented to show that 
multiple sections of the affected organ(s) 
were adequately examined to search for inva-
sion of the tumor cells into adjacent tissue, 
and that multiple sections of other organs 
were adequately examined to search for 
tumor metastases.

(f) Indirect mechanisms. The Secretary 
will consider evidence that positive re-
sults obtained in a carcinogenesis bio-
assay with experimental animals are 
not relevant to a determination of a 
carcinogenic risk to exposed workers, 
if the evidence demonstrates that the 
mechanism by which the observed 
tumor incidence is effected is indirect 
and would not occur if humans were ex-
posed. As examples, evidence will be 
considered that a substance causes a 
carcinogenic effect by augmenting ca-
loric intake or that the carcinogenic 
effect from exposure to a substance is 
demonstrated to be the result of the 
presence of a carcinogenic virus and it 
is demonstrated that, in either case, 
the effect would not take place in the 
absence of the particular carcinogenic 
virus or the augmented caloric intake. 

[45 FR 5282, Jan. 22, 1980, as amended at 46 
FR 5881, Jan. 21, 1981]

§ 1990.145 Consideration of substantial 
new issues or substantial new evi-
dence. 

(a) Substantial new issues. Notwith-
standing any other provision of this 
part, the Secretary will consider in a 
rulemaking proceeding on a specific 

substance any substantial new issues 
upon which the Secretary did not reach 
a conclusion in the rulemaking pro-
ceeding(s) underlying this part includ-
ing conclusions presented in the pre-
amble. 

(b) Substantial new evidence. Notwith-
standing any other provision of this 
part, the Secretary will consider in a 
rulemaking proceeding on a specific 
substance any arguments, data or 
views which he determines are based 
upon substantial new evidence which 
may warrant the amendment of one or 
more provisions of this part. For the 
purposes of this part, ‘‘substantial new 
evidence’’ is evidence directly relevant 
to any provision of this part and is 
based upon data, views or arguments 
which differ significantly from those 
presented in establishing this part, in-
cluding amendments thereto. 

(c) Petitions for consideration of sub-
stantial new evidence—(1) Petition. Any 
interested person may file a written pe-
tition with the Secretary to consider 
‘‘substantial new evidence’’ or one or 
more ‘‘substantial new issues’’ which 
contains the information specified in 
paragraph (c)(2) of this section. The 
Secretary shall treat such a petition as 
a request to amend this part, as well as 
a petition to consider ‘‘substantial new 
evidence’’. 

(2) Contents. Each petition for consid-
eration of ‘‘substantial new evidence’’ 
or one or more ‘‘substantial new 
issues’’ shall contain at least the fol-
lowing information: 

(i) Name and address of the peti-
tioner; 

(ii) All of the data, views and argu-
ments that the petitioner would like 
the Secretary to consider; 

(iii) The provision or provisions that 
petitioner believes are inappropriate or 
should be added to this part in light of 
the new data, views, and arguments; 

(iv) A statement which demonstrates 
that the data, views, and arguments re-
lied upon by petitioners are directly 
relevant to the substance or class of 
substances that is the subject of a rule-
making or an Advance Notice of Pro-
posed Rulemaking; 

(v) A detailed statement and analysis 
as to why the petitioner believes that 
the data, views, and arguments pre-
sented by the petitioner: 
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(A) Differ significantly from those 
presented in the proceeding(s) which 
establish this part; 

(B) Are so substantial as to warrant 
amendment of this part; and 

(C) Constitute a new issue or new evi-
dence within the meaning of para-
graphs (a) and (b) of this section. 

(3) Deadline for petitions. (i) Petitions 
which comply with paragraph (c) of 
this section, shall be filed in accord-
ance with the schedule set forth in the 
Advanced Notice of Proposed Rule-
making. 

(ii) In extraordinary cases the Sec-
retary may consider evidence sub-
mitted after the deadline if the peti-
tioner establishes that the evidence re-
lied upon was not available and could 
not have reasonably been available in 
whole or substantial part by the dead-
line and that it is being submitted at 
the earliest possible time. 

(d) Secretary’s response. (1) The Sec-
retary shall respond to petitions under 
this paragraph in accordance with 
§ 1990.106. 

(2) Whenever the Secretary deter-
mines that the ‘‘substantial new issue’’ 
or the ‘‘substantial new evidence’’ sub-
mitted under this paragraph is suffi-
cient to initiate a proceeding to amend 
this part, the Secretary shall: 

(i) Issue a notice to consider amend-
ment to this part and not proceed on 
the rulemaking concerning the indi-
vidual substance until completion of 
the amendment proceeding; or 

(ii) Issue a notice to consider amend-
ment to this part and consolidate it 
with the proceeding on the individual 
substance.

§ 1990.146 Issues to be considered in 
the rulemaking. 

Except as provided in § 1990.145, after 
issuance of the advance notice of rule-
making, the proceedings for individual 
substances under this part shall be lim-
ited to consideration of the following 
issues: 

(a) Whether the substance, group of 
substances or combination of sub-
stances subject to the proposed rule-
making is appropriately considered in 
a single proceeding; 

(b) Whether the substance or group of 
substances subject to the rulemaking 
meets the definition of a potential oc-

cupational carcinogen set forth in 
§ 1990.103, including whether the sci-
entific studies are reliable; 

(c) Whether the available data can 
appropriately be applied to the sub-
stance, group of substances or com-
bination of substances covered by the 
rulemaking; 

(d) Whether information, data, and 
views that are submitted in accordance 
with § 1990.144 are sufficient to warrant 
an exception to this part; 

(e) Whether the data, views and argu-
ments that are submitted in accord-
ance with § 1990.145 are sufficient to 
warrant amendment of this part; 

(f) Whether the potential occupa-
tional carcinogen meets the criteria 
for a Category I Potential Carcinogen 
or a Category II Potential Carcinogen. 

(g) The environmental impact arising 
from regulation of the substance; 

(h) Any issues required by statute or 
executive order; 

(i) The determination of the level to 
control exposures to Category I Poten-
tial Carcinogens primarily through the 
use of engineering and work practice 
controls including technological and 
economic considerations. 

(j) The determination of the appro-
priate employee exposure level, con-
sistent with the Act’s requirements, 
for Category II Potential Carcinogens; 

(k) Whether suitable substitutes are 
available for one or more uses of Cat-
egory I Potential Carcinogens and; if 
so, the no occupational exposure level 
to be achieved solely with engineering 
and work practice controls and other 
issues relevant to substitution; and 

(l) Whether the provisions of the pro-
posal and of §§ 1990.151 and 1990.152 
(model standards) are appropriate, ex-
cept as limited by § 1990.142 and wheth-
er additional regulatory provisions 
may be appropriate. 

[45 FR 5282, Jan. 22, 1980, as amended at 46 
FR 5881, Jan. 21, 1981]

§ 1990.147 Final action. 
(a) Within one hundred twenty (120) 

days from the last day of any hearing 
or ninety (90) days from the close of 
any post hearing comment period, 
whichever occurs first, the Secretary 
shall publish in the FEDERAL REGISTER: 

(1) A final standard based upon the 
record in the proceeding; or 
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(2) A statement that no final stand-
ard will be issued, and the reasons 
therefor, or 

(3) A statement that the Secretary 
intends to issue a final rule, but that 
he is unable to do so at the present 
time, including: 

(i) The reasons therefor; and 
(ii) The date by which the standard 

will be published, which may not ex-
ceed one hundred twenty (120) days 
thereafter. 

(iii) The Secretary may issue no 
more than one such notice, unless the 
Secretary determines that (A) new evi-
dence which was unavailable during 
the rulemaking proceeding has just be-
come available; (B) the evidence is so 
important that a final rule could not 
reasonably be issued without this evi-
dence, and; (C) the record is reopened 
for receipt of comments and/or a hear-
ing on this evidence. This paragraph 
does not require the Secretary to con-
sider any evidence which is submitted 
after the dates established for the sub-
mission of evidence. 

(b) The failure of the Secretary to 
comply with the required timeframes 
shall not be a basis to set aside any 
standard or to require the issuance of a 
new proposal on any individual sub-
stance. 

(c) The final standard shall state 
whether the substance or group of sub-
stances subject to the rulemaking is 
classified as a Category I Potential 
Carcinogen or as a Category II Poten-
tial Carcinogen. If the classification 
differs from that in the notice of pro-
posed rulemaking, the Secretary shall 
explain the reasons for the change in 
classification in the preamble to the 
final standard. 

(d) If the substance is classified as a 
Category I Potential Carcinogen, the 
final standard shall conform to the pro-
visions of § 1990.142(a)(2)(iii). If the final 
standard contains other provisions 
that substantially differ from the pro-
posed provisions, the Secretary shall 
explain the reasons for the changes in 
the preamble to the final standard. 

(e) If the substance is classified as a 
Category II potential carcinogen, the 
final standard shall conform to the pro-
visions of § 1990.142(a)(3)(iii). If the final 
standard contains other provisions 
that substantially differ from the pro-

posed provisions, the Secretary shall 
explain the reasons for the changes in 
the preamble to the final standard. 

(f) If the substance is classified as a 
Category II potential carcinogen, the 
Secretary shall notify the applicable 
federal and state agencies, including 
the Administrator of EPA, the Director 
of NCI, the Director of NIEHS, the Di-
rector of NIOSH, the Commissioner of 
FDA and the Chairperson of CPSC of 
such determination and request that 
the applicable agencies engage in, or 
stimulate, further research pursuant to 
their legislative authority, to develop 
new and additional scientific data. 

(g) If, after a rulemaking, the Sec-
retary determines that the substance 
under consideration should not be clas-
sified as a Category I potential car-
cinogen or a Category II potential car-
cinogen, the Secretary shall publish a 
notice of this determination in the 
FEDERAL REGISTER, together with the 
reasons therefor.

MODEL STANDARDS

§ 1990.151 Model standard pursuant to 
section 6(b) of the Act.

Occupational Exposure to llllllll 

Permanent Standard (insert section number 
of standard)

(a) Scope and application—(1) General. 
This section applies to all occupational 
exposures to lll or to (specify those 
uses or classes of uses of lll [Chem-
ical Abstracts Service Registry Num-
ber 0000] which are covered by the 
standard, including, where appropriate, 
the type of exposure to be regulated by 
the standard) except as provided in 
paragraph (a)(2). 

(2) Exemptions. This section does not 
apply to (insert those uses or classes of 
uses of lll which are exempted from 
compliance with the standard, includ-
ing, where appropriate, 

(i) Workplaces where exposure to 
lll results from solid or liquid mix-
tures containing a specified percentage 
of lll or less; 

(ii) Workplaces where another Fed-
eral agency is exercising statutory au-
thority to prescribe or enforce stand-
ards or regulations affecting occupa-
tional exposure to lll; or 

VerDate jul<14>2003 15:47 Jul 21, 2004 Jkt 203114 PO 00000 Frm 00239 Fmt 8010 Sfmt 8010 Y:\SGML\203114T.XXX 203114T



240

29 CFR Ch. XVII (7–1–04 Edition)§ 1990.151

(iii) Workplaces which are appro-
priately addressed in a separate stand-
ard). 

(b) Definitions.
lll means (definition of the sub-

stance, group of substances, or combina-
tion of substances, to be regulated). 

Action level means an airborne con-
centration of lll of (insert appro-
priate level of exposure).

NOTE: Where appropriate, consider an ac-
tion level as a limitation on requirements 
for periodic monitoring (para. (e)(3)), medical 
surveillance (para. (n)), training (para. (o)), 
labels (para. (p)(3)), and other provisions.

Assistant Secretary means the Assist-
ant Secretary of Labor for Occupa-
tional Safety and Health, U.S. Depart-
ment of Labor, or designee. 

Authorized person means any person 
specifically authorized by the employer 
whose duties require the person to 
enter regulated areas or any person en-
tering such an area as a designated rep-
resentative of employees for the pur-
pose of exercising the opportunity to 
observe monitoring procedures under 
paragraph (r) of this section. 

Director means the Director, National 
Institute for Occupational Safety and 
Health, U.S. Department of Health, and 
Health Services, or designee. 

Emergency means in any occurrence 
such as, but not limited to, equipment 
failure, rupture of containers, or fail-
ure of control equipment which may 
result in a massive release of lllll 
which is (insert appropriate quan-
titative or qualitative level of release 
which constitutes an emergency). 

OSHA Area Office means the Area Of-
fice of the Occupational Safety and 
Health Administration having jurisdic-
tion over the geographic area where 
the affected workplace is located. 

(c) Permissible exposure limits provi-
sions—(1) Inhalation—(i) Time weighted 
average limit (TWA). Within (insert ap-
propriate time period) of the effective 
date of this section, the employer shall 
assure that no employee is exposed to 
an airborne concentration of lllin 
excess of: (insert appropriate exposure 
limit or when it is determined by the 
Secretary that there are available suit-
able substitutes for uses or classes of 
uses that are less hazardous to humans, 
the proposal shall permit no occupa-
tional exposure) as an eight (8)-hour-
time-weighted average. 

(Where the Secretary finds that suit-
able substitutes for lllmay exist, 
the determination of the llllevel 
shall include consideration of the 
availability, practicability, relative de-
gree of hazard, and economic con-
sequences of the substitutes.) 

(ii) Ceiling limit (if appropriate). With-
in (insert appropriate time period) of 
the effective date of this section, the 
employer shall assure that no em-
ployee is exposed to an airborne con-
centration of lllin excess of: (insert 
exposure limit) as averaged over any: 
(insert appropriate time period) during 
the working day. 

(2) Dermal and eye exposure. (As ap-
propriate.) (i) Within (insert appro-
priate time period) of the effective date 
of this section, the employer shall (If 
eye exposure to llldoes not create a 
risk of cancer, insert exposure level or 
criteria which will prevent other ad-
verse health effects of eye exposure to 
lllif any. If eye exposure creates a 
risk of cancer, insert exposure level or 
criteria which represents the level of 
eye exposure to lll). 

(ii) Within (insert appropriate time 
period) of the effective date of this sec-
tion, the employer shall (If skin expo-
sure to llldoes not create a risk of 
cancer, insert exposure level or criteria 
which will prevent other adverse 
health effects of skin exposure to 
lllif any. If skin exposure creates a 
risk of cancer, insert exposure level or 
criteria which represents the level of 
skin exposure to llll). 

(d) Notification of use and emer-
gencies—(1) Use. Within (insert appro-
priate time period and additional infor-
mation requirements if appropriate), of 
the effective date of this standard or 
within thirty days of the introduction 
of lll into the workplace, every em-
ployer who has a place of employment 
in which lll is present shall report 
the address and location of each place 
of employment to the OSHA Area Of-
fice and an estimate of the number of 
employees exposed. 

(2) Emergencies. Emergencies, and the 
facts obtainable at that time, shall be 
reported within (insert appropriate 
number) hours of, or during the first 
federal working day after, the time the 
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employer becomes aware of the emer-
gency to the OSHA Area Office, which-
ever is longer. Upon request of the 
OSHA Area Office, the employer shall 
submit additional information in writ-
ing relevant to the nature and extent 
of employee exposures and measures 
taken to prevent future emergencies of 
a similar nature. 

(e) Exposure monitoring—(1) General. 
(i) Determinations of airborne exposure 
levels shall be made from air samples 
that are representative of each employ-
ee’s exposure to lll over an eight (8) 
hour period. (Modify the time period as 
appropriate to be practical in the rel-
evant industries yet reasonably rep-
resentative of full shift exposures.) 
Monitoring of exposure levels required 
under this paragraph shall be made as 
follows: [insert method or alternative 
methods to be used to meet the re-
quirements of this paragraph]. 

(ii) For the purpose of this section, 
employee exposure is that exposure 
which would occur if the employee 
were not using a respirator. 

(2) Initial monitoring. Each employer 
who has one or more workplaces where 
(specify the types of workplaces sub-
ject to the monitoring requirement) 
shall, within (insert appropriate pe-
riod) of the effective date of this sec-
tion (insert requirements for initial 
monitoring, as appropriate). 

(3) Frequency. (Insert, if appropriate, 
provisions prescribing the minimum 
frequency at which monitoring must be 
repeated, the conditions under which 
such frequency must be increased or 
may be reduced, and conditions under 
which such routine monitoring may be 
discontinued (for example, where the 
action level is not exceeded). Where ap-
propriate, specify different frequency 
requirements for certain types of work-
places where, for example, exposure 
levels are subject to greater or less var-
iability.) 

(4) Additional monitoring. (Insert, if 
appropriate, provisions for monitoring, 
in addition to the requirements (if any) 
of paragraph (e)(3). This may include a 
production, process, control or per-
sonnel change which might result in 
new or additional exposure to 
lllllll, 
or whenever the employer has any 
other reason to suspect a change which 

might result in new or additional expo-
sures to llllll.) 

(5) Employee notification. (i) Within 
(insert appropriate period) after the re-
ceipt of monitoring results, the em-
ployer shall notify each employee in 
writing of the results which represent 
that employee’s exposure. 

(ii) Whenever the results indicate 
that the representative employee expo-
sure exceeds the permissible exposure 
limits, the employer shall include in 
the written notice a statement that 
the permissible exposure limits were 
exceeded and a description of the cor-
rective action being taken to reduce 
exposure to or below the permissible 
exposure limits. 

(6) Accuracy of measurement. (Insert 
requirements for accuracy of methods 
of measurement or detection used to 
comply with the paragraph). 

(f) Regulated areas—(1) Within (insert 
appropriate time period) of the effec-
tive date of this section, the employer 
shall, where practicable, establish reg-
ulated areas where lll concentra-
tions are in excess of the permissible 
exposure limits. 

(2) Regulated areas shall be demar-
cated and segregated from the rest of 
the workplace, in any manner that 
minimizes the number of persons who 
will be exposed to lll. 

(3) Access to regulated areas shall be 
limited to authorized persons or to per-
sons otherwise authorized by the Act 
or regulations issued pursuant thereto. 

(4) The employer shall assure that in 
the regulated area, food or beverages 
are not present or consumed, smoking 
products are not present or used, and 
cosmetics are not applied (except that 
these activities may be conducted in 
the lunchroom, change rooms and 
showers required under paragraphs 
(m)(1) through (m)(3) of this section). 

(g) Methods of compliance—(1) Engi-
neering and work practice controls. (i) 
The employer shall institute engineer-
ing or work practice controls to reduce 
and maintain employee exposures to
lll to or below the permissible expo-
sure limits, except to the extent that 
the employer establishes that such 
controls are not feasible. 

(ii) Engineering and work practice 
controls shall be implemented to re-
duce exposures even if they will not be 
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sufficient to reduce exposures to or 
below the permissible exposure limits. 

(2) Compliance program. (i) Within (in-
sert appropriate period) of the effective 
date of this section, the employer shall 
establish and implement a written pro-
gram to reduce exposures to or below 
the permissible exposure limits by 
means of engineering and work prac-
tice controls, as required by paragraph 
(g)(1) of this section. 

(ii) Written plans for these compli-
ance programs shall include at least 
the following: 

(A) A description of each operation or 
process resulting in employee exposure 
to lll; 

(B) Engineering plans and other stud-
ies contemplated or used to determine 
the controls for each process; 

(C) A report of the technology consid-
ered or to be considered in meeting the 
permissible exposure limits; 

(D) A detailed schedule for the imple-
mentation of engineering or work prac-
tice controls; and 

(E) Other relevant information rea-
sonably requested by OSHA. 

(iii) Written plans for such a program 
shall be submitted, upon request, to 
the Assistant Secretary and the Direc-
tor, and shall be available at the work-
site for examination and copying by 
the Assistant Secretary, the Director, 
or any affected employee or designated 
representative. 

(iv) The plans required by this para-
graph shall be revised and updated pe-
riodically to reflect the current status 
of the program. 

(h) Respiratory protection—(1) General. 
The employer shall assure that res-
pirators are used where required pursu-
ant to this section to reduce employee 
exposures to or below the permissible 
exposure limits and in emergencies. 
Compliance with the permissible expo-
sure limits may not be achieved by the 
use of respirators except: 

(i) During the time period necessary 
to install or implement feasible engi-
neering and work practice controls; or 

(ii) In work operations in which the 
employer establishes that engineering 
and work practice controls are not fea-
sible; or 

(iii) In work situations where feasible 
engineering and work practice controls 
are not yet sufficient to reduce expo-

sure to or below the permissible expo-
sure limits; or 

(iv) In emergencies. 
(2) Respirator selection. (i) Where res-

piratory protection is required under 
this section, the employer shall select 
and provide at no cost to the employee, 
the appropriate type of respirator from 
Table 1 below and shall assure that the 
employee wears the respirator pro-
vided.

TABLE 1—RESPIRATORY PROTECTION 

FOR lll

(The table will contain a listing of the ap-
propriate type of respirator for various con-
ditions of exposure to lll).

(ii) The employer shall select res-
pirators from those approved by the 
National Institute for Occupational 
Safety and Health under the provisions 
of 30 CFR part 11. 

(3) Respirator program. (i) The em-
ployer shall institute a respiratory pro-
tection program in accordance with 29 
CFR 1910.134 (b), (d), (e), and (f). 

(ii) Employees who wear respirators 
shall be allowed to wash their face and 
respirator facepiece to prevent poten-
tial skin irritation associated with res-
pirator use. 

(iii) The employer shall assure that 
the respirator issued to each employee 
is properly fitted (as appropriate, indi-
cate the requirement for a qualitative 
or quantitative respirator fit testing 
program). 

(i) Emergency situations—(1) Written 
plans. (i) A written plan for emergency 
situations shall be developed for each 
workplace where lll is present. Ap-
propriate portions of the plan shall be 
implemented in the event of an emer-
gency. 

(ii) The plan shall specifically pro-
vide that employees engaged in cor-
recting emergency conditions shall be 
equipped with respirators as required 
in paragraph (h) of this section and 
other necessary personal protective 
equipment as required in paragraph (j) 
until the emergency is abated. 

(2) Alerting employees—(i) Alarms. 
Where there is the possibility of em-
ployee exposure to lll due to the oc-
currence of an emergency, a general 
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alarm shall be installed and main-
tained to promptly alert employees of 
such occurrences. 

(ii) Evacuation. Employees not en-
gaged in correcting the emergency 
shall be restricted from the area and 
shall not be permitted to return until 
the emergency is abated. 

(j) Protective clothing and equipment—
(1) Provision and use. Where employees 
are exposed to eye or skin contact with 
lll (insert criteria which trigger 
this requirement as appropriate), the 
employer shall, within (insert appro-
priate time period) of the effective date 
of this section provide at no cost to 
such employees, and assure that such 
employees wear, appropriate protective 
clothing or other equipment in accord-
ance with 29 CFR 1910.132 and 1910.133 
to protect the area of the body which 
may come in contact with lll. 

(2) Cleaning and replacement. (i) The 
employer shall clean, launder, main-
tain, or replace protective clothing and 
equipment required to maintain their 
effectiveness. 

(k) Housekeeping—(1) General. The 
employer shall, within appropriate 
time period of the effective date of this 
section, implement a housekeeping 
program to minimize accumulation of 
lll. 

(2) Specific provisions. The program 
shall include (insert appropriate ele-
ments). 

(i) Periodic scheduling of routine 
housekeeping. 

(ii) Provision for periodic cleaning of 
dust collection systems. 

(iii) Provision for maintaining clean 
surfaces. 

(iv) Provision for assigning personnel 
to housekeeping procedures; and the 

(v) Provision for informing employ-
ees about housekeeping program. 

(l) Waste disposal—(1) General. The 
employer shall assure that no waste 
material containing lll is dispersed 
into the workplace, to the extent prac-
ticable. 

(2) The employer shall label, or oth-
erwise inform employees who may con-
tact waste material containing lll, 
the contents of such waste material. 

(3) (Insert specific disposal methods, 
as appropriate.) 

(m) Hygiene facilities and practices. 
Where employees are exposed to air-

borne concentrations of lll in excess 
of the permissible exposure limits spec-
ified in paragraph (c)(1), or where em-
ployees are required to wear protective 
clothing or equipment pursuant to 
paragraph (j) of this section, or where 
otherwise found to be appropriate, the 
following facilities shall be provided by 
the employer for the use of those em-
ployees and the employer shall assure 
that the employees use the facilities 
provided. 

[Specify appropriate hygiene facili-
ties and practices such as]: 

(1) Change rooms. The employer shall 
provide clean change rooms in accord-
ance with 29 CFR 1910.141(e). 

(2) Showers. (i) The employer shall 
provide shower facilities in accordance 
with 29 CFR 1910.141(d)(3). 

(ii) The employer shall assure that 
employees exposed to lll shower at 
the end of the work shift. 

(3) Lunchrooms (if appropriate or 
other suitable requirements depending 
on the circumstances). Whenever food 
or beverages are consumed in the work-
place, the employer shall provide 
lunchroom facilities which have a tem-
perature controlled, positive pressure, 
filtered air supply, and which are read-
ily accessible to employees exposed to 
lll. 

(n) Medical surveillance—(1) General. 
(i) The employer shall institute a pro-
gram of medical surveillance for (speci-
fy the types of employees subject to 
the medical surveillance requirement, 
for example, by specifying the level, 
duration, and frequency of exposure to 
lll which make medical surveillance 
appropriate for individual employees). 
The employer shall provide each such 
employee with an opportunity for med-
ical examinations and tests in accord-
ance with this paragraph. 

(ii) The employer shall assure that 
all medical examinations and proce-
dures are performed by or under the su-
pervision of a licensed physician, and 
shall be provided without cost to the 
employee. 

(2) Initial examinations. Within (insert 
appropriate time period) of the effec-
tive date of this section or thereafter 
at the time of initial assignment, the 
employer shall provide each employee 
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specified in paragraph (n)(1) of this sec-
tion an opportunity for a medical ex-
amination, including at least the fol-
lowing elements: 

(i) A work history and a medical his-
tory which shall include: (insert spe-
cific areas to be covered pertinent to 
the health hazards posed by 
lllllll). 

(ii) A physical examination which 
shall include: (insert specific tests, pro-
cedures, etc., pertinent to the health 
hazards posed by lllllll.) Where 
appropriate, provide that the exam-
ining physician shall conduct such ad-
ditional examinations and tests as are 
needed according to his professional 
judgment).

NOTE: Where appropriate, require or permit 
different medical protocols, or different fre-
quencies of medical examinations, for sepa-
rate sub-populations of employees covered 
under paragraph (n)(1).

(3) Periodic examinations. (i) The em-
ployer shall provide the examinations 
specified below in this subparagraph at 
least (insert appropriate time) for all 
employees specified in paragraph 
(n)(3)(i) of this section: (insert appro-
priate medical protocol for periodic ex-
aminations). 

(ii) If an employee has not had the 
examinations prescribed in paragraph 
(n)(3)(i) of this section within (insert 
appropriate time period) prior to ter-
mination of employment, the employer 
shall make such examination available 
to the employee upon such termi-
nation. 

(4) Additional examinations. If the em-
ployee for any reason develops signs or 
symptoms commonly associated with 
exposure to lll, the employer shall 
provide appropriate examination and 
emergency medical treatment. 

(5) Information provided to the physi-
cian. The employer shall provide the 
following information to the exam-
ining physician: 

(i) A copy of this standard and its ap-
pendices; 

(ii) A description of the affected em-
ployee’s duties as they relate to the 
employee’s exposure; 

(iii) The employee’s actual or rep-
resentative exposure level; 

(iv) The employee’s anticipated or es-
timated exposure level (for preplace-
ment examinations or in cases of ex-
posure due to an emergency); 

(v) A description of any personal pro-
tective equipment used or to be used; 
and 

(vi) The names and addresses of phy-
sicians who, under the sponsorship of 
the employer, provided previous med-
ical examinations of the affected em-
ployee, if such records are not other-
wise available to the examining physi-
cian. 

(6) Physician’s written opinion. (i) The 
employer shall obtain a written opin-
ion from the examining physician 
which shall include: 

(A) The physician’s certification that 
he has received the information from 
the employer required under the para-
graph (n)(5) and has performed all med-
ical examinations and tests which are 
in his opinion appropriate under this 
standard; 

(B) The physician’s opinion as to 
whether the employee has any detected 
medical condition which would place 
the employee at an increased risk of 
material impairment of the employee’s 
health from exposure to lll; 

(C) Any recommended limitations 
upon the employee’s exposure to lll 
or upon the use of protective clothing 
and equipment such as respirators; and 

(D) A statement that the employee 
has been informed by the physician of 
the results of the medical examination 
and any medical conditions which re-
quire further examination or treat-
ment. 

(ii) The employer shall instruct the 
physician not to reveal in the written 
opinion specific findings or diagnoses 
unrelated to occupational exposure to 
lll; 

(iii) The employer shall provide a 
copy of the written opinion to the af-
fected employee. 

(o) Employee information and train-
ing—(1) Training program. (i) Within (in-
sert appropriate time period) from the 
effective date of this section, the em-
ployer shall institute a training pro-
gram for all employees who (specify 
the employees subject to the training 
requirement), and shall assure their 
participation in the training program. 

(ii) The training program shall be 
provided at the time of initial assign-
ment, or upon institution of the train-
ing program, and at least (insert appro-
priate time period) thereafter, and the 
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employer shall assure that each em-
ployee is informed of the following:

NOTE: Specify, as appropriate, some or all 
of the following information, or any other 
appropriate information. Where appropriate, 
require training programs with different con-
tents, or different frequencies, for separate 
subpopulations of the employees specified in 
paragraph (o)(1).

(A) The information contained in the 
Appendices; 

(B) The quantity, location, manner of 
use, release or storage of lll and the 
specific nature of operations which 
could result in exposure to lll, as 
well as any necessary protective steps; 

(C) The purpose, proper use, and limi-
tations of respirators; 

(D) The purpose and a description of 
the medical surveillance program re-
quired by paragraph (n) of this section; 

(E) The emergency procedures devel-
oped, as required by paragraph (i) of 
this section; 

(F) The engineering and work prac-
tice controls, their function and the 
employee’s relationship thereto; and 

(G) A review of this standard. 
(2) Access to training materials. (i) The 

employer shall make a copy of this 
standard and its appendices readily 
available to all affected employees. 

(ii) The employer shall provide, upon 
request, all materials relating to the 
employee information and training 
program to the Assistant Secretary 
and the Director. 

(p) Signs and labels—(1) General. (i) 
The employer may use labels or signs 
required by other statutes, regulations, 
or ordinances in addition to, or in com-
bination with, signs and labels required 
by this paragraph. 

(ii) The employer shall assure that no 
statement appears on or near any sign 
or label, required by this paragraph, 
which contradicts or detracts from the 
meaning of the required sign or label. 

(2) Signs. (i) The employer shall post 
signs to clearly indicate all work-
places. (Specify as appropriate the de-
scription of the area to be signposted 
such as ‘‘where employees are exposed 
to llllll,’’ or ‘‘where exposures 
exceed the action level,’’ or ‘‘where ex-
posures exceed the PEL,’’ or ‘‘which 
are regulated areas’’). The signs shall 
bear the following legend:

DANGER 

llllllllllllllllllllllll

(insert appropriate trade or common names)

CANCER HAZARD 

AUTHORIZED PERSONNEL ONLY

(ii) The employer shall assure that 
signs required by this paragraph are il-
luminated and cleaned as necessary so 
that the legend is readily visible. 

(iii) Where airborne concentrations 
of lll exceed the permissible expo-
sure limits, the signs shall bear the ad-
ditional legend: ‘‘Respirator Required’’ 
or ‘‘Respirator May Be Required’’ as 
appropriate. 

(3) Labels. (i) The employer shall as-
sure that precautionary labels are af-
fixed to all containers of lll and of 
products containing lll (specify if 
appropriate suitable modifications), 
and that the labels remain affixed 
when the lll or products containing 
lll are sold, distributed or otherwise 
leave the employer’s workplace. 

(ii) The employer shall assure that 
the precautionary labels required by 
this paragraph are readily visible and 
legible. The labels shall bear the fol-
lowing legend:

DANGER 

CONTAINS lll

CANCER HAZARD

NOTE: Utilize the clause ‘‘POTENTIAL 
CANCER HAZARD’’ if it is appropriate to in-
clude a signs and labels provision for a Cat-
egory II potential carcinogen.

(q) Recordkeeping—(1) Exposure moni-
toring. (i) The employer shall establish 
and maintain an accurate record of all 
monitoring required by paragraph (e) 
of this section. 

(ii) This record shall include: 
(A) The dates, number, duration, and 

results of each of the samples taken, 
including a description of the sampling 
procedure used to determine represent-
ative employees exposure; 

(B) A description of the sampling and 
analytical methods used; 

(C) Type of respiratory protective de-
vices worn, if any; and 

(D) Name, social security number and 
job classification of the employees 
monitored and of all other employees 
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whose exposure the measurement is in-
tended to represent. 

(iii) The employer shall maintain 
this record for (insert appropriate pe-
riod) or for the duration of employ-
ment plus (insert appropriate period) 
whichever is longer. 

(2) Medical surveillance. (i) The em-
ployer shall establish and maintain an 
accurate record of each employee sub-
ject to medical surveillance as required 
by paragraph (n) of this section. 

(ii) This record shall include: 
(A) A copy of the physicians’ written 

opinions or a written explanation of 
the absence of any such opinion or em-
ployee refusal to take the medical ex-
amination: 

(B) Any employees medical com-
plaints related to exposure 

to lll; 
(C) A copy of the information pro-

vided to the physician as required by 
paragraphs (n)(5)(ii) through (v) of this 
section unless it is systematically re-
tained elsewhere by the employer for 
the period of time specified in para-
graph (q)(2)(ii); and 

(D) A copy of the employee’s work 
history. 

(iii) The employer shall assure that 
this record be maintained for (insert 
appropriate period) or for the duration 
of employment plus (insert appropriate 
period) whichever is longer. 

(3) Availability. (i) The employer shall 
assure that all records required to be 
maintained by this section be made 
available upon request to the Assistant 
Secretary and the Director for exam-
ination and copying. 

(ii) Employee exposure measurement 
records and employee medical records 
required by this section shall be pro-
vided upon request to employees, des-
ignated representatives, and the As-
sistant Secretary in accordance with 29 
CFR 1910.20(a) through (e) and (g) 
through (i). 

(4) Transfer of records. (i) Whenever 
the employer ceases to do business, the 
successor employer shall receive and 
retain all records required to be main-
tained by this section. 

(ii) Whenever the employer ceases to 
do business and there is no successor 
employer to receive and retain the 
records for the prescribed period, these 

records shall be transmitted to the Di-
rector. 

(iii) At the expiration of the reten-
tion period for the records required to 
be maintained pursuant to this section, 
the employer shall transmit these 
records to the Director. 

(iv) The employer shall also comply 
with any additional requirements in-
volving transfer of records set forth in 
29 CFR 1910.20(h).

NOTE: Include other recordkeeping require-
ments if appropriate.

(r) Observation of monitoring—(1) Em-
ployee observation. The employer shall 
provide affected employees, or their 
designated representatives, an oppor-
tunity to observe any monitoring of 
employee exposure to lll conducted 
pursuant to paragraph (e) of this sec-
tion. 

(2) Observation procedures. (i) When-
ever observation of the monitoring of 
employee exposure to lll requires 
entry into an area where the use of 
protective clothing or equipment is re-
quired, the employer shall provide the 
observer with personal protective 
clothing or equipment required to be 
worn by employees working in the 
area, assure the use of such clothing 
and equipment, and require the ob-
server to comply with all other appli-
cable safety and health procedures. 

(ii) Without interfering with the 
monitoring, observers shall be entitled 
to: 

(A) Receive an explanation of the 
measurement procedures; 

(B) Observe all steps related to the 
measurement of airborne concentra-
tions of lll performed at the place of 
exposure; and 

(C) Record the results obtained, and 
receive results supplied by the labora-
tory. 

(s) Effective date. This section shall 
become effective (insert effective date). 

(t) Appendices. The information con-
tained in the appendices is not in-
tended, by itself, to create any addi-
tional obligations not otherwise im-
posed or to detract from any existing 
obligation. (In normal circumstances 
three appendices will be included in 
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each standard, an ‘‘Appendix A—Sub-
stance Safety Data Sheet,’’ an ‘‘Ap-
pendix B—Substance Technical Guide-
lines,’’ and an ‘‘Appendix C—Medical 
Surveillance Guidelines.’’ Insert addi-
tional appendices or delete any of the 
suggested appendices as appropriate.) 

[45 FR 5282, Jan. 22, 1980; 45 FR 43405–43406, 
June 27, 1980, as amended at 46 FR 5881, Jan. 
21, 1981]

§ 1990.152 Model emergency temporary 
standard pursuant to section 6(c) of 
the Act.

Occupational Exposure to lll; 

Emergency Temporary Standard (insert 
section number of standard)

(a) Scope and application—(1) General. 
This section applies to all occupational 
exposures to lll, or to (specify the 
uses of classes of uses of lll [Chem-
ical Abstracts Service Registry Num-
ber 00000], which are covered by the 
standard, including, where appropriate, 
the type of exposure to be regulated by 
the standard) except as provided in 
paragraph (a)(2). 

(2) Exemption. This section does not 
apply to (insert those uses or classes of 
uses of lll which are exempted from 
compliance with the standard, includ-
ing, where appropriate, 

(i) Workplaces where exposure to 
lll results from solid or liquid mix-
tures containing a specified percentage 
of lll or less; 

(ii) Workplaces where another Fed-
eral agency is exercising statutory au-
thority to prescribe or enforce stand-
ards or regulations affecting occupa-
tional exposure to lll or 

(iii) Workplaces which are appro-
priately addressed in a separate stand-
ard. 

(b) Definitions.
lll means (definition of the sub-

stance, group of substances, or com-
bination of substances, to be regu-
lated). 

Action level means an airborne con-
centration of lll of (insert appro-
priate level of exposure).

NOTE: Where appropriate, consider an ac-
tion level as a limitation on requirements 
for periodic monitoring (para. (e)(3)), medical 
surveillance (para. (n)), training (para, (o)), 
and other provisions.

Assistant Secretary means the Assist-
ant Secretary of Labor for Occupa-
tional Safety and Health, U.S. Depart-
ment of Labor, or designee. 

Authorized person means any person 
specifically authorized by the employer 
whose duties require the person to 
enter a regulated area or any person 
entering such an area as a designated 
representative of employees exercising 
the opportunity to observe monitoring 
procedures under paragraph (r) of this 
section. 

Director means the Director, National 
Institute for Occupational Safety and 
Health, U.S. Department of Health, 
Education and Welfare, or designee. 

Emergency means any occurrence 
such as, but not limited to, equipment 
failure, rupture of containers, or fail-
ure of control equipment which may 
result in a release of lll which is 
(insert appropriate quantitative or 
qualitative level of release which con-
stitutes an emergency). 

OSHA Area Office means the Area Of-
fice of the Occupational Safety and 
Health Administration having jurisdic-
tion over the geographic area where 
the affected workplace is located. 

(c) Permissible exposure limits—(1) In-
halation—(i) Time-weighted average limit 
(TWA). Within (insert appropriate 
time) from the effective date of this 
emergency temporary standard, the 
employer shall assure that no em-
ployee is exposed to an airborne con-
centration of lllin excess of: (insert 
appropriate exposure limit rep-
resenting a level that can be complied 
with immediately) as an eight (8)-hour-
time-weighted average. 

(ii) Ceiling limit (if appropriate). The 
employer shall assure that no em-
ployee is exposed to an airborne con-
centration of lllin excess of: (insert 
appropriate exposure limit rep-
resenting a level that can be complied 
with immediately) as averaged over 
any: (insert appropriate time period) 
during the working day. 

(2) Dermal and eye exposure. (As ap-
propriate.) (i) Within (insert appro-
priate time period) of the effective date 
of this section, the employer shall (If 
eye exposure to llldoes not create a 
risk of cancer, insert exposure level or 
criteria which will prevent other ad-
verse effects of eye exposure to lll, 
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if any. If eye exposure creates a risk of 
cancer, insert exposure level or criteria 
which represent the level of eye expo-
sure to lll.) 

(ii) Within (insert appropriate time 
period) of the effective date of this sec-
tion, the employer shall (If skin expo-
sure to llldoes not create a risk of 
cancer, insert exposure level or criteria 
which will prevent other adverse 
health affects of skin exposure to 
lllif any. If skin exposure creates a 
risk of cancer, insert exposure level or 
criteria which represents the level of 
skin exposure to lll). 

(d) Notification of use. Within (insert 
appropriate time and omit specific cat-
egories of information if appropriate) 
of the effective date of this section, or 
within fifteen (15) days following the 
introduction of lll into the work-
place, every employer shall report the 
following information to the nearest 
OSHA Area Office for each such work-
place: 

(1) The address and location of each 
workplace in which lll is present; 

(2) A brief description of each process 
or operation which may result in em-
ployee exposure to lll; 

(3) The number of employees engaged 
in each process or operation who may 
be exposed lll and an estimate of 
the frequency and degree of exposure 
that occurs; and 

(4) A brief description of the employ-
er’s safety and health program as it re-
lates to limitation of employee expo-
sure to lll; 

(e) Exposure monitoring—(1) General. 
(i) Determinations of airborne exposure 
levels shall be made from air samples 
that are representative of each employ-
ee’s exposure to lll over an eight (8) 
hour period. (Modify the time period as 
appropriate to be practical in the rel-
evant industries yet reasonably rep-
resentative of full shift exposures). 
Monitoring of exposure levels required 
under this paragraph shall be made as 
follows: [insert method or alternative 
methods to be used to meet the re-
quirements of this paragraph]. 

(ii) For the purposes of this section, 
employee exposure is that exposure 
which would occur if the employee 
were not using a respirator. 

(2) Initial monitoring. Each employer 
who has one or more workplaces where 

(specify the types of workplaces sub-
ject to the monitoring requirement), 
shall within (insert appropriate period) 
of the effective date of this section (in-
sert requirements for initial moni-
toring, as appropriate). 

(3) Frequency. (Insert, if appropriate, 
provisions prescribing the minimum 
frequency at which monitoring must be 
repeated, the conditions under which 
such frequency must be increased, or 
may be reduced, and conditions under 
which such routine monitoring may be 
discontinued (for example where the 
action level is not exceeded). Where ap-
propriate, specify different frequency 
requirements for certain types of work-
places where, for example, exposure 
levels are subject to greater or less var-
iability.) 

(4) Additional monitoring. (Insert, if 
appropriate, provisions for monitoring, 
in addition to the requirements (if any) 
of paragraph (e)(3). This may include a 
production, process, control or per-
sonnel change which might result in 
new or additional exposure to lll or 
whenever the employer has any other 
reason to suspect a change which 
might result in new or additional expo-
sures to lll.) 

(5) Employee notification. (i) Within 
(insert appropriate period) after the re-
ceipt of monitoring results, the em-
ployer shall notify each employee in 
writing of the results which represent 
that employee’s exposure. 

(ii) Whenever the results indicate 
that the representative employee expo-
sure exceeds the permissible exposure 
limits, the employer shall include in 
the written notice a statement that 
permissible exposure limits were ex-
ceeded and a description of the correc-
tive action being taken to reduce expo-
sure to or below the permissible expo-
sure limits. 

(6) Accuracy of measurement. (Insert 
requirements for accuracy of methods 
of measurement or detection used to 
comply with the paragraph.) 

(f) [Reserved] 
(g) Methods of compliance—(1) General. 

(i) Employee exposures to lll shall 
be controlled to or below the permis-
sible exposure limits by any prac-
ticable combination of engineering 
controls, work practices and personal 
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protective devices and equipment, dur-
ing the effective period of this emer-
gency temporary standard.

NOTE: Where engineering controls or work 
practices can reduce employee exposures to 
lll it is recommended that they be imple-
mented where practicable, even where they 
do not themselves reduce exposures to, or 
below the permissible exposure limits. Work 
practices which can be implemented by the 
employer to help reduce employee exposures 
to lll include limiting access to work 
areas to authorized personnel, prohibiting 
smoking and consumption of food and bev-
erages in work areas, and establishing good 
maintance and housekeeping practices, in-
cluding the prompt clean-up of spills and re-
pair of leaks.

(2) Engineering and work practice con-
trol plan. (i) Within (insert appropriate 
time period) of the effective date of 
this emergency temporary standard, 
the employer shall develop a written 
plan describing proposed means to re-
duce employee exposures to the lowest 
feasible level by means of engineering 
and work practice controls (which will 
be eventually required by a permanent 
standard for occupational exposure to 
lll, as provided for by § 1990.151(g) of 
this subpart). 

(ii) Written plans required by this 
paragraph shall be submitted, upon re-
quest, to the Assistant Secretary and 
the Director and shall be available at 
the worksite for examination and copy-
ing by the Assistant Secretary, the Di-
rector, and any affected employee or 
designated representative. 

(h) Respiratory protection—(1) Required 
use. The employer shall assure that 
respirators are used where required 
pursuant to this section to reduce em-
ployee exposures to within the permis-
sible exposure limits and in emer-
gencies. 

(2) Respirator selection. (i) Where res-
piratory protection is required under 
this section, the employer shall select 
and provide at no cost to the employee, 
the appropriate respirator from Table 1 
below and shall assure that the em-
ployee wears the respirator provided.

TABLE 1—RESPIRATORY PROTECTION FOR 
lll

(The table will contain a listing of the ap-
propriate type of respirator for various con-
ditions of exposure
to lll.)

(ii) The employer shall select res-
pirators from those approved by the 
National Institute for Occupational 
Safety and Health under the provisions 
of 30 CFR part 11. 

(3) Respirator program. (i) The em-
ployer shall institute a respirator pro-
tection program in accordance with 29 
CFR 1910.134 (b), (d), (e) and (f). 

(ii) Employees who wear respirators 
shall be allowed to wash their face and 
respirator face piece to prevent poten-
tial skin irritation associated with res-
pirator use. 

(iii) The employer shall assure that 
the respirator issued to each employee 
is properly fitted (as appropriate, indi-
cate the requirement for a qualitative 
or quantitative respirator fit testing 
program.) 

(i) [Reserved] 
(j) Protective clothing and equipment—

(1) Provision and use. Where employees 
are exposed to eye or skin contact with 
lll (insert criteria which trigger 
this requirement as appropriate), the 
employer shall within (insert appro-
priate time period) of the effective date 
of this standard provide, at no cost to 
the employees, and assure that employ-
ees wear, appropriate protective cloth-
ing or other equipment in accordance 
with 29 CFR 1910.132 and 1910.133 to pro-
tect the area of the body which may 
come in contact with lll. 

(2) Cleaning and replacement. (i) The 
employer shall clean, launder, main-
tain, or replace protective clothing and 
equipment required by this paragraph, 
as needed to maintain their effective-
ness. 

(k) Housekeeping—(1) General. The 
employer shall, within (insert appro-
priate time period) of the effective date 
of this section, implement a house-
keeping program to minimize accumu-
lations of lll. 

(2) Specific provisions. The program 
shall include (insert appropriate ele-
ments): 

(i) Periodic scheduling of routine 
housekeeping procedures; 

(ii) Provision for periodic cleaning of 
dust collection systems; 

(iii) Provision for maintaining clean 
surfaces; 

(iv) Provision for assigning personnel 
to housekeeping procedures; and 
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(v) Provision for informing employ-
ees about housekeeping program. 

(l) Waste disposal—(1) General. The 
employer shall assure that no waste 
material containing lll is dispersed 
into the workplace, to the extent prac-
ticable. 

(2) The employer shall label, or oth-
erwise inform employees who may con-
tact waste material containing lll 
of the contents of such waste material. 

(3) (Insert specific disposal methods, 
as appropriate.) 

(m) [Reserved] 
(n) Medical surveillance—(1) General. 

(i) The employer shall institute a pro-
gram of medical surveillance for (speci-
fy the types of employees subject to 
the medical surveillance requirement, 
for example, by specifying the level, 
duration, and frequency of exposure to 
llll which make medical surveil-
lance appropriate for individual em-
ployees). The employer shall provide 
each such employee with an oppor-
tunity for medical examinations and 
tests in accordance with this para-
graph. 

(ii) The employer shall assure that 
all medical examinations and proce-
dures are performed by or under the su-
pervision of a licensed physician, and 
shall be provided without cost to the 
employee. 

(2) Initial examinations. Within (insert 
appropriate time period) of the effec-
tive date of this section, or thereafter 
at the time of initial assignment, the 
employer shall provide each employee 
specified in paragraph (n)(1) of this sec-
tion an opportunity for a medical ex-
amination, including at least the fol-
lowing elements: 

(i) A work history and a medical his-
tory which shall include (insert spe-
cific areas to be covered pertinent to 
the health hazards posed by llll). 

(ii) A physical examination which 
shall include: (insert specific tests, pro-
cedures, etc., pertinent to the health 
hazards posed by llll. Where appro-
priate, provide that the examining phy-
sician shall conduct such additional ex-
aminations and tests as are needed ac-
cording to his professional judgement).

NOTE: Where appropriate, require or permit 
different medical protocols, or different fre-
quencies of medical examinations, for sepa-
rate sub-populations of employees covered 
under paragaph (n)(1).

(3) Periodic examinations. (If appro-
priate insert appropriate medical pro-
tocol and time.) 

(4) Additional examinations. If the em-
ployee for any reason develops signs or 
symptoms commonly associated with 
exposure to lll, the employer shall 
provide an appropriate examination 
and emergency medical treatment. 

(5) Information provided to the physi-
cian. The employer shall provide the 
following information to the exam-
ining physician: 

(i) A copy of this emergency tem-
porary standard and its appendices; 

(ii) A description of the affected em-
ployee’s duties as they relate to the 
employee’s exposure; 

(iii) The employee’s actual or rep-
resentative exposure level; 

(iv) The employee’s anticipated or es-
timated exposure level (for 
preplacement examinations or in cases 
of exposures due to an emergency); 

(v) A description of any personal pro-
tective equipment used or to be used; 
and 

(vi) The names and addresses of phy-
sicians who, under the sponsorship of 
the employer, provided previous med-
ical examinations of the affected em-
ployee, if such records are not other-
wise available to the examining physi-
cian. 

(6) Physician’s written opinion. (i) The 
employer shall obtain a written opin-
ion from the examining physician 
which shall include: 

(A) The results of the medical tests 
performed; 

(B) The physician’s opinion as to 
whether the employee has any detected 
medical condition which would place 
the employee at an increased risk of 
material impairment of the employee’s 
health from exposure to lll; 

(C) Any recommended limitations 
upon the employee’s exposure to lll 
or upon the use of protective clothing 
and equipment such as respirators; and 

(D) A statement that the employee 
has been informed by the physician of 
the results of the medical examination 
and any medical conditions which re-
quire further examination or treat-
ment. 

(ii) The employer shall instruct the 
physician not to reveal in the written 
opinion specific findings or diagnoses 
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unrelated to occupational exposure to 
lll; 

(iii) The employer shall provide a 
copy of the written opinion to the af-
fected employee. 

(o) Employee information and train-
ing—(1) Training program. (i) Within (in-
sert appropriate time period) from the 
effective date of this standard, the em-
ployer shall institute a training pro-
gram for all employees who (specify 
the employees subject to the training 
requirement), and shall assure their 
participation in the training program. 

(ii) The employer shall assure that 
each employee is informed of the fol-
lowing: 

(A) The information contained in the 
Appendices; 

(B) The quantity, location, manner of 
use, release, or storage of lll and 
the specific nature of operations which 
could result in exposure to lll, as 
well as any necessary protective steps; 

(C) The purpose, proper use, and limi-
tations of respirators; 

(D) The purpose and description of 
the medical surveillance program re-
quired by paragraph (n) of this section; 
and 

(E) A review of this standard. 
(2) Access to training materials. (i) The 

employer shall make a copy of this 
standard and its appendices readily 
available to all affected employees. 

(ii) The employer shall provide, upon 
request, all materials relating to the 
employee information and training 
program to the Assistant Secretary 
and the Director. 

(p) Signs and labels (include a signs or 
a signs and labels provision if it is ap-
propriate for the duration of the 
ETS)—(1) General. (i) The employer 
may use labels or signs required by 
other statutes, regulations, or ordi-
nances in addition to, or in combina-
tion with, signs and labels required by 
this paragraph. 

(ii) The employer shall assure that no 
statement appears on or near any sign 
or label, required by this paragraph, 
which contradicts or detracts from the 
meaning of the required sign or label. 

(2) Signs. (i) The employer shall post 
signs to clearly indicate all workplaces 
(specify as appropriate the description 
of the area to be signposted such as 
‘‘where employees are exposed to 

llll,’’ or ‘‘where exposures exceed 
the PEL,’’ or ‘‘which are regulated 
areas’’). The signs shall bear the fol-
lowing legend:

DANGER 

lll

(insert appropriate trade or common names)

CANCER HAZARD 

AUTHORIZED PERSONNEL ONLY

(ii) The employer shall assure that 
signs required by this paragraph are il-
luminated and cleaned as necessary so 
that the legend is readily visible. 

(iii) Where airborne concentrations 
of llllll exceed the permissible 
exposure limits, the signs shall bear 
the additional legend: (‘‘Respirator Re-
quired’’ or ‘‘Respirator may be Re-
quired’’ as appropriate). 

(3) Labels. (i) The employer shall as-
sure that precautionary labels are af-
fixed to all containers of llllll 
and of products containing 
lllllll (specify if appropriate 
suitable modifications), and that the 
labels remain affixed when lllll or 
products containing llllll are 
sold, distributed or otherwise leave the 
employer’s workplace. 

(ii) The employer shall assure that 
the precautionary labels required by 
this paragraph are readily visible and 
legible. The labels shall bear the fol-
lowing legend:

DANGER 

CONTAINS lllllll

CANCER HAZARD

(q) Recordkeeping—(1) Exposure moni-
toring. (i) The employer shall establish 
and maintain an accurate record of all 
monitoring required by paragraph (e) 
of this section. 

(ii) This record shall include: 
(A) The dates, number, duration, and 

results of each of the samples taken, 
including a description of the sampling 
procedures used to determine rep-
resentative employee exposure; 

(B) A description of the sampling and 
analytical methods used; 

(C) Type of respiratory protective de-
vices worn, if any; and 
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(D) Name, social security number, 
and job classification of the employee 
monitored and of all other employees 
whose exposure the measurement is in-
tended to represent. 

(iii) The employer shall maintain 
this record for the effective period of 
this emergency temporary standard, 
and for any additional period required 
by the permanent standard. 

(2) Medical surveillance. (i) The em-
ployer shall establish and maintain an 
accurate record for each employee sub-
ject to medical surveillance as required 
by paragraph (n) of this section. 

(ii) This record shall include: 
(A) A copy of the physicians’ written 

opinions or a written explanation of 
the absence of any such opinion or em-
ployee refusal to take the medical ex-
amination; 

(B) Any employee medical com-
plaints related to exposure to lll; 

(C) A copy of the information pro-
vided to the physician as required by 
paragraphs (n)(5)(ii)–(iv) of this section 
unless it is systematically retained 
elsewhere by the employer for the pe-
riod of time specified in paragraph 
(q)(2)(iii); and, 

(D) A copy of the employee’s work 
history. (1) The employer shall assure 
that employee exposure measurement 
records, as required by this section, be 
made available upon request to the As-
sistant Secretary and the Director for 
examination and copying. 

(iii) The employer shall assure that 
this record be maintained for the effec-
tive period of this emergency tem-
porary standard, and for any additional 
period required by the permanent 
standard. 

(3) Availability. (i) The employer shall 
assure that all records required to be 
maintained by this section be made 
available upon request, to the Assist-
ant Secretary and the Director for ex-
amination and copying. 

(ii) Employee exposure measurement 
records and employee medical records 
required by this section shall be pro-
vided upon request to employees, des-
ignated representatives, and the As-
sistant Secretary in accordance with 29 

CFR 1910.20 (a) through (e) and (g) 
through (i). 

(r) Observation of monitoring. (1) Em-
ployee observation. The employer shall 
provide affected employees, or their 
designated representatives, an oppor-
tunity to observe any monitoring of 
employee exposure to lll conducted 
pursuant to paragraph (e) of this sec-
tion. 

(2) Observation procedures. (i) When-
ever observation of the monitoring of 
employee exposure to lll requires 
entry into an area where the use of 
protective clothing or equipment is re-
quired, the employer shall provide the 
observer with personal protective 
clothing or equipment required to be 
worn by employees working in the 
area, assure the use of such clothing 
and equipment, and require the ob-
server to comply with all other appli-
cable safety and health procedures. 

(ii) Without interfering with the 
monitoring, observers shall be entitled 
to: 

(A) Receive an explanation of meas-
urement procedures; 

(B) Observe all steps related to the 
measurement of airborne concentra-
tions of lll performed at the place of 
exposure; and 

(C) Record the results obtained and 
receive results supplied by the labora-
tory. 

(s) Effective date. This section shall 
become effective (insert effective date). 

(t) Appendices. The information con-
tained in the appendices is not in-
tended, itself, to create any additional 
obligations not otherwise imposed or 
to detract from any existing obliga-
tion. (In normal circumstances three 
appendices will be included in each 
standard, an ‘‘Appendix A—Substance 
Safety Data Sheet,’’ an ‘‘Appendix B—
Substance Technical Guidelines,’’ and 
an ‘‘Appendix C—Medical Surveillance 
Guidelines.’’ Insert additional appen-
dices or delete any of the suggested ap-
pendices as appropriate.) 

[45 FR 5282, Jan. 22, 1980; 45 FR 43406–43407, 
June 27, 1980, as amended at 46 FR 5882, Jan. 
21, 1981]
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